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Office Action Summary 



Application No. 

09/523,809 



Examiner 

Sumesh Kaushal Ph.D. 



Applicant(s) 

MURPHY ET AL. 



Art Unit 

1636 



The MAILING DA TE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 01 March 0304 . 
2a)^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 15-1 8 and 28-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^3 Claim(s) 15-18 and 28-30 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)Q Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



Continued Examination Under 37 CFR 1.114 



A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 03/04/03 has been entered. 

Claims 16-18 and 28-30 are pending and are examined in this office action. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. Rejections and/or objections not reiterated from previous office 
actions are hereby withdrawn. The references cited herein are of record in a prior Office 
action. 

► Applicants are advised to follow Amendment Practice under revised 37 CFR1.121 
(http://wwwMspto.gov/web/offices/pac/dapp/opla/preognotice/revamdtpm Each 
amendment document that includes a change to an existing claim, or submission of a new 
claim, must include a complete listins of all claims in the application. After each claim 
number, the status must be indicated in a parenthetical expression, and the text of each 
claim under examination (with markings to show current changes) must be presented. 
The listing will serve to replace all prior versions of the claims in the application. 



Claims 15-18 and 28-30 stand rejected under 35 U.S.C. 112, second paragraph , as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention for the same reasons of record as set forth in the official action 
mailed on 10/22/02. 

Claims 15, 16 and 29 recite limitation "synthetic members". The metes and bounds of 
"synthetic members" is not clear. It is unclear what encompass "synthetic members". The 
applicant argues that synthetic members are used for structure or support or both. The applicant 
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argues that a mesh member is an example that is used for the formation of tissue construct. 
However, this is not found persuasive because given the broadest reasonable interpretation, a 
synthetic member encompass any non-naturally occurring polymer and any and all types of 
tissue supports for example a tissue culture plate onto which the cell grown comprises a synthetic 
member. Therefore the metes and bounds of" synthetic members" as claimed are not clear. 

Claims 15, 16 and 29 are indefinite because the metes and bounds of limitation "under 
conditions to produce a layer of extracellular matrix" are not clear. It is unclear what are the 
conditions that lead to production of an extracellular matrix in this context. The applicant argues 
that the specification clearly describes the medium and environmental factors that assist in the 
matrix synthesis. However, this is not found persuasive because the instant claims fails to recite 
what are the specific conditions that produce a layer of extracellular matrix components as 
claimed. 

MPEP 2173.05(q) clearly states that attempts to claim a process without setting forth any 
steps involved in the process generally raises an issue of indefiniteness under 35 U.S.C. 112, 
second paragraph. For example, a claim which read: "A process for using monoclonal antibodies 
of claim 4 to isolate and purify human fibroblast interferon." was held to be indefinite because it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced.Ex parte Erlich, 3 USPQ2d 1011 (Bd. Pat. App. & Inter. 1986). Other decisions 
suggest that a more appropriate basis for this type of rejection is 35U.S.C. 101. In Ex parte 
Dunki, 153 USPQ 678 (Bd. App. 1967), the Board held the following claim to be an improper 
definition of a process: "The use of a high carbon austenitic iron alloy having a proportion of 
free carbon as a vehicle brake part subject to stress by sliding friction." In Clinical Products Ltd. 
v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966), the district court held the following 
claim was definite, but that it was not a proper process claim under 35 U.S.C. 101 : "The use of a 
sustained release therapeutic agent in the body of ephedrine absorbed upon polystyrene sulfonic 
acid." Although a claim should be interpreted in light of the specification disclosure, it is 
generally considered improper to read limitations contained in the specification into the claims. 
See In re Prater, 415 F.2d 1393, 162 USPQ 541 (CCPA 1969) and In re Winkhaus, 527 F.2d 637, 
188 USPQ 129 (CCPA 1975), In re Van Guens, 988 F.2d 1181, 26 PSPG2d 1057 (Ded. Cir. 
1991), which discuss the premise that one cannot rely on the specification to impart limitations to 
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the claim that are not recited in the claim. Accordingly, without the recitation of all these critical 
limitations, the claims do not adequately define the instant invention. 



No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sumesh Kaushal Ph.D. whose telephone number is 703-305- 
6838. The examiner can normally be reached on Mon-Fri. from 9AM-5PM. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, Yucel Irem Ph.D. can be 
reached on 703-305-1998. The fax phone numbers for the organization where this application or 
proceeding is assigned are 703-308-4242 for regular communications and 703-308-8724 for 
After Final communications. Any inquiry of a general nature or relating to the status of this 
application or proceeding should be directed to the receptionist whose telephone number is 703- 
308-0196. 



Conclusion 
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